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PUBLIC LAW 95-622—NOV. 9, 1978

Public Law 95-622

95th Congress >

An Act

. To amend the Community ‘Menta]l Health Centers Act to revise and extend the

programs vnder that Act, to amend ihe Public Iiealth Service Act to revise and
extend the programs of assistance for libraries of medicine, the programs of
the National Heart, Lung, and Blcod Institute, and of the National Cancer
Institute, and the program for National Research Service Awards, to establish
the President’s Commission for the Study of Ethical Problems in Medicine and
Biomedical and Bebavioral Research, and for other purposes.

Be it enacted by the Senate and House of Representatives of the
United States of America in Congress assembled,

TITLE I—COMMUNITY MENTAL HEALTH CENTERS
EXTENSION

SHORT TITLE; REYERENCE TO ACT

Sec. 101. (&) This title may be cited as the “Community Mental
Health Centers Extension Act of 19787.

(b) Whenever in this title (other than in sections 109 and 110(d))
an amencdment or repeal is expressed in terms of an amendment to, or
repeal of, a section or other provision, the reference shall be considered
to be made to a section or other provision of the Community Mental
Health Centers Act.

EXTENBIONS OF AUTHORIZATIONS

Sec. 102. (a) Section 202(d) 1s amended by striking out “and” after
“1977,”, and inserting before the period a comma and the fol-
Jowing : “$1,500.000 for the fiscal year ending September 30, 1979, and
$1,000,000 for the fiscal vear ending Septernber 30. 1980,

(b) (1) Section 203(d) (1) is amended by striking out “and” after

,”, and inserting before the period a comma and the fol-
lowing : “$34,500,000 for the fiscal vear ending September 30, 1979, and
$35,000,000 for the fiscal year ending September 30, 1980”.

(2) Section 203(d) (2) is amended (A) by striking out “1978” and
inserting in lieu thereof “1980”, and (B) by striking out *two fiscal
years” and inserting in lieu thereof “four fiscal years”.

(c¢) Section 204(c) is amended by striking out “and” after “1977.7,
and inserting before the period a comma and the following:
#$20,000,000 for the fiscal year ending September 30, 1979, and
$3,000,000 for the fiscal year ending September 30, 1980”.

(d) Section 205(c) is amended by striking out “and” after “1977,”
and inserting before the period a comma and the following:
830,000,000 for the fiscal year ending September 30, 1979, and
$25,000,000 for the fiscal year ending September 30, 1980”.

(e) Section 212(c) is amended by striking out “three” and inserting

in lieu thereof “five”. .
(f) Section 213 is amended by striking out “and” after “197’31’,
e

and inserting after “1978,” the following: “and $25,000,000 for
fiscal year ending September 30, 1979,”.

(g) Section 231(d) is amended by striking out “and” after “1977,”,
and inserting before the period a comma and the following:
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through (h) as paragraphs (1) through (8), respectively, and (10) by"
inserting “(a)” after “301.” and by adding at the end the following:

“(b) (1) The Secretary shall conduct and may support through, Grants.

nts and contracts studies and testing of substances for carcinogen-
1city, teratogenicity, mutagenicity, and other harmful biological
effects. In carrying out this parasgraph, the Secretary shall consult
with entities of the Federal Government, outside of the Department
of Health, Education, and Welfare, engaged in comparable activities.
The Secretary, upon request of such an entity and under appropriate
arrangements for the payment of expenses, may conduct for such
entity studies and testing of substances for carcinogenicity, terate-
genicity, mutagenicity, and other harmful biological effects.

“(2) (A) The Secretary shall establish a comprehensive program of Low-level
research into the biological effects of low-level ionizing radiation under ionizing
which program the Secretary shall conduct such research and may radiation.
support such research by others through grants and contracts.

“fﬁ) The Secretary shall conduct a comprehensive review of Fed-
eral programs of research on the biological effects of ionizing radiation.

“(3) The Secretary shall conduct and may support through grants
and contracts research and studies on human nutrition, with particular
emphasis on the role of nutrition in the prevention and treatment of
disease and on the maintenance and promotion of health, and pro-
grams for the dissemination of information respecting human nutri-
tion to health professionals and the public. In carrying out activities
under this paragraph, the Secretary shall provide for the coordination
of such of these activities as are performed by the different divisions
within the Department of Health, Education, and Welfare and shall
consult with entities of the Federal Government, outside of the Depart-
ment of Health, Education, and Welfare, engaged in comparable
activities. The Secretary, upon request of such an entity and under
appropriate arrangements for the payment of expenses, may conduct
and support such activities for such entity.

“(4) The Secretary shall publish an annual report which contains— Anoual report,

“(A) a list of all substances (i) which either are known to publication.
be carcinogens or may reasonably be anticipated to be carcinogens
and (1) to which a significant number of persons residing in the
United States are exposed ;
“(B) information concerning the nature of such exposure and
the estimated number of persons exposed to such substances;
“(C) a statement identifying (i) each substance contained in
the list under subparagraph (K) for which no effluent, ambient,
or e?osure standard has been established by a Federal agency,
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and (1i) for each effluent, ambient, or exposure standard estab-
lished by a Federal agency with respect to a substance contained
in the list under subparagraph (A), the extent to which, on the .
basis of available medical, scientific, or other data, such standard,
and the implementation of such standard by the agency, decreases
the risk to public health from exposure to the sugstance; and
“(D) a description of (i) each request received during the year
_involved— c
“(I) from a Federal agency outside the Department of
Health, Education, and Welfare for the Secretary, or
“(II) from an entity within the Department of Health,
Education, and Welfare to any other entity within the
Department,
to conduct research into, or testing for, the carcinogenicity of sub-
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Tre House amendment ndopis Inis pro-
vision of the Senste bl

ANNTAL RIPOET .

e Senste bill provides thni the Com-
rission ghall publish an snnual repcrs on
Norember f£rst of each JeAar, o -be sub-
mitied to0 the President and spproprisie Con-
graessional comraltiees, whick includes the
President end
committees, which includes:

(A) 8 complete Hst of 81l recomrpends-
tions made to any Federal agency durniog the
previons Ascal yeer; . .

T

+ sbsequent samini-’
«(B) & description of subseq =B __rmedicsi snd Behsvioral Resesrch to serve

sirative nctien tsken; snd

{(C) s description of the reasons why an
BEeRCYy IMRY bsve satled to take sction.

Trne House amesngment adopts the provi-
swons of the Sensie bill, with mincr changes
and nddidons. It reguires tbat the report
be on &l the Commissicn's activities dur-
iog the previous fiscal year and not lmited
“¢o & discussion of the Cominission’s Fecom-
mendations to Federsl sgenedes. The Eouse

srmepdment furiher changes the report dead-
Jine to December 15, it being felt thst one

month may Dot~ sllow the Comm!ssion
suficient time to.prepare s thorough =nd
competently done annual report. The Te-
port may include sdditiornal recormenda-
ticns  for administraiive  or _legislative
nctlon. . - .
. ADNMINTSTRATIVE PROVISIONS
The Senst. ='M ‘ncludes & number of pro-
isjons occnceriing the Commission’s au-
Sority to bitn ~iaf and consulients. hold
hearings, pupsnsh rTeporis and dissemivate
snformmation, detcrmine the order im which
studies are undcerisren, and enter inwwo con-—
tracus. ’ N
" The House smendment adopis tbese pro-
_vislons of the Senate bil), and adds the ad-
(Otional provision that the Commission may
procure tempoTeIT BnDA tnicrmitient serv-
. jces of other zppropriate Federal employees.
The Senate bil) probibits the Commissicn
from disciosing infcrmation periaining to
- trade sacrets, citing tbe.exemption Irom
disclosure under the Frecdom of Informa-
‘tion Act (section 532(b)(4) of
TUnited States Code), and information con-
cerning “identifisble personal daia”, unless

_dope under conditiors which fully protect |

the rights ¢ the individual. The Sezzate bill
also prohibits the disclosure of classified
infermation. - <

The Fouse amendment adopts the frst.

" part of this provision concerning the dis-
closure of trede secrets, but substitutes for
{he rema!nder the probibition to disclose.
informaticn pertaining to the privacy of
medical records, citing exernption of section
552(b)(6) of title V of the Unlited States
Code. ' .

The langusge {n the Senate blll was
cons!ldered 10 pose some ambisuities of in-
terpretation, particulsrly the cdefinttion of
*ydentifadble persopal data.” Howcver, it was
pelteved tba: the intent of tLis provision of
the Senste DbIlI could be. encompessed by
~rohibiting disclosure of dats described ln

e pppropriate sectien ol the Frcedom of

formasation Act. It was further Delieved
A6t po reference to tehe disclosure of claeasi-
fied {nformnatllon wns necessary, since by
definition clesstfied {rlormztles pro-
tected Irom disclosure

AUTIIOPZATION OF APPROFRIATIONS
The Senate bill aug

of £6,000,000 per yeor
beginning »1th 18979, .

Crives

eppropriste Congressional

. expired.

Title V, -
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The Sanst. B} contains o so-called “sun-

set” provision which provides for the termi--

netipn of tba Coaminission after four years.

~he Touse wmendment adopts a provision
;imils- 1o tbhst 'z the Senste bill but with
8 dretiing - ..fe to permit the Commission
1o compleile 318 noTjvities, wnder the suthor-
Azations provided i this bil, by December 31,
1982. ) - -

MISCIILANTOUS PROVISTONS
- Ipitial Appciniment a? Members

The House smenZinent sids & provision
pot in the Sensie.bil reguiring ikat the
President appoint members of the Comrnis-
_glon within ninety ésrs of the dete of enali-

ment. Since the provision to permit preseni
- members of the Nationsl
" the, Protection of Human Subjects of Blo-

“until members of the new Commission were
appointed w=as stricken, it was cornsider=d
important to require the sppointment af the
pew Commission as soon as possible. i

Repeal of Existing Staturory Provisions

The Sensate bill specifically repesls section
217(f)- of the Public Health Service Act,
v-hich creates a National Adyisory Council for

medical and Behaviaral Research. The Sen-
ate bill slso repesls secticns 221 and 213 of
the Natiornal Research Act. .

. Tbhe Eouse smendment adopts the first
provision of the Sezete bill respecting repeal
of section 217(f) of the Public Heallh Serv-
jce Act. However, the provisions of sections
211 end 213 of the Nedonal Research Act heve
Therefore, these provisions of the
Senaie bill sre deleied.

- Mr. Speaker, the substiiute amend-

ment being presenied to the House for

considerztion today contains three pro-

visions in addition to H.R. 12347 as re-
- ported by the commitice. ’

The first of these requires that the
Department of BEEXW conduct and sup-
port research ang informeation programs
in human nutirition. This is an 8rea
vitaly importza! to human healith in
which research has, in recent years, re-
ceived inadeguate Federal support.

The second.provisien is more or less a2
technical emendment delaying the date
by which the Commission on Digestive

Disezses must scbmit its report for about

4 months. -

“The third provision directs the Secre-
tary of HEW to review Federal research
- programs concerned with the biological
efects of ionizing radiation. :

For the purpose of clarifying the legis-

- lative history, I shall summarize the
backeround effect upon existing law 2nd
.intent of these amendments.

During its hearings on biomedical re-
search and other health issues this year,
the committee hes repeatedly been in-
formed about the need for increzscd Fed-
eral support of basic, cliniczal, znd ap-
plied research releting to nutrition es
well o5 other programs (o disseminate
the results of this research and to assure
its practical application. For vears pub-
lic health Jaws have authorized nutri-
tion programs and activities, anc entities
in the Departzcnt of Health, Education,
and Welfare. suzh as the National Insti-
tutes ¢f Fiealth, the Food and Drug Ad-

j the HEAV's services zgen-
cies npave taken the lcad in conducting

tivities Tmlloil tutery euthor-

Cominission for -

the Protection of Human Subjects of 2io- -

6R00030
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nutrition and healil.
5 recs:
The nutrition research informets

been recogmized by the Congress i
cently enacted legisiation as &n in:
part-af dur current inguiries and it
ventions into the entire specirum
-problems essociated with human heall
and disease. e I .
It is ther®fore mpproprizte thai er
semendment be included in the FPublic
Health Service Act to provide more spe-
cific statutory direction and authorit
fo- the Secretary of Health, Education.
and Welfare to sssure that these pro-
. grams.and sctivities-continue to be sur-
poried and angmented by the Derari-
ment of EEW, to assure thatl they are
ordinated among the eppropriate ent!
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provide guidance to oiber depar
and sgencics ouiside of HEW resp

)

ties. This emendment is intended 10 re-
_quire the Secretary to sirongiy support

. these programs and activities and to re-

new the recognition of the Congress tha!
he and the Department of EEW have the
responsibility to protect sand maintain
the health of all citizens, including the
responsibility for the nuiritional especis
related to the prevention, diagnosis. and

- tresiment of disesse. .

The zmendment to delgy the doiz for
subpmission of the report of the Commi
sion on Digestive Diseases is simpi}
tended to provide the Commission with a
sufficient opportunicty to meke furiler
‘refinements in its draft report beifore it
‘submits its final report to the Congres
Tne Commission wzs established by t

tive Diseases Amendments of 1976, 7
lic Law 94-562, and is required by i
law to-submit to Congress next m
a final report containing =
plan and recommendations 1o
and orgznization of national
to eFectively deal with digestive &

The provision directing the
of HEW to review Federal reszarcn
grams into the biological effects of icn
izing radiation was prompted oy 2
ber of problems in radizlion
whiich have come to the attention of :
colleapue from California, Mr. Brov™x
and myself. .

Over the last @ months the Subeoen
mittee on Eealth snd the Environmen
bas conducted lerpgthy oversight hear
ings on the question of the poieriic
hezlth dangers of low-level ionizing ’
a2tion. We have found a growing pub
coacern about the safety of medical <>
dental radiation, nuclear research 2.
nuclear powerplants.’

In investizaling what we know :
the effects of low-level radiation 3

e
er

tee uncovered serious proo

eral research programs on s

efiects of iunizing raciation. #r. o3

are spread throuch the Federal Guv

ment with too little rmphasis or radis
4£Qcis- research in rezh

ggencies such as the Departnenst
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*Jth, Edtication. end Welfaze and the
rAronmental Protectcn Agency. In

. tae past there has been litlle 0T RG irter-

sgency coordinaticn of research and 0o
cverail central direction of where our
Netion's radisifon research priorities
ought to be placed. Some racdistion re-
search programs are of questicnable
management—lacking systematic effort

¢ to solicit and fund on 3 competitive basis
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ihaphazard mechanisms to essure
fand professional dissemination of re-

L the best research projécts, and plagued
?py {nadequate peer

review systems- and
public
search results. . - - -

The substitute House amendment pro-
vides & partiel response to these short-
comings by directing the Secretary of

star his depariment’s radiation research
thiough a comprehensive program to in-
vestigate the biclogical efects of ionizing
radistion. This provision would mave the
Depariment into a more appropriate po-
si‘.un as 8 leader In radiztion resesarch.

“7Tnis is only ftting given the Depart-

ment’s statutory mission es guardian of
public health and since &s much as 90
pe:cent cf the menmade lornizing radis-
‘tion to which we &are exposed - resulls
ifrom medical and dental uses of radia-
ton. . - : Lo
But since lest winter when the bill was
fashioned in subcommittes {urther anal-
vsis of Federal research indicates .the
~ead for a broader response to the weak-
sses of current Federzl radistion re-
‘arch eforts. What is required is a sys-
temsatic, comprehensive review of ench
significant Federal research program
funding or supporting ionizing radistion
research. . PO
"I hnave worked with the gentleman
{rom Eentveky, Dr. CarT=r, and the gen-
tleman from Czlifcrnia, Mr. GIorcE
BrowxN, chairman’of the Com:mnitiee on
Science and Technoiogy, Subcommittes
on Environment and the Atmasphere, {o
add this amendment which would direct

- the Secretars of Health, Education, and

Welfore to tmdertake such a review. we

would expect it to be completed within®

2 years. A f£ral report to Congrass is ex-

. pected not later ther December 31,1880,

boom

with an interim repari by Octaber 31,
1873. ’ .

Eexlth, Education, end Welfare to boi-.

The committes intends thal io con-
‘ducting the.comprehensive Teview of
Federal research programs the Secre-
tary shall—
.- First, review the
grams; . ) .
_Second, on the baslsof & mansgement
revisw, analyze the goazis gend manage-
ment of research corducted umrder such
programs and tke relaticnship of such
research to the goals and mission of the

adoatla
Federal agencies condueiing and sup-
porting such research;

review. analyze the conduct and quzll
~f such research:

Fourth, determine whether the pro-
grams are Tresponsive to the public
healtnh and safety needs respecting lon-

- 1zing radiation, iocluding the reeds of

Tederal agencies in the adminisuration

of programs undeApprovedForRée

tan i3 e siated:
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history of such pro-’

- Third, on the basis of a scientific pger-
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Natiorsl Academy of Sclences azd sp-
propriete Federa! ageocles, the ne=ds
anc diecting of future Federal reseasth
orograres, including the requirements
for pessonne! and funcding: and

" Sixth. consider existing and potentisl
methods to assure rapid dissemination
and informed review of findings made in
research conducted or supported under
such Federal research program. . -

Each Federzl agency which adminis-
ters a program of resesrch on the bio-
logical effects of lonizing radiation shall
cooperate with the Secretary, and with

"t any-entity assisting the Secretary in his

review, to enable the Secretary to con-
duct the 1. view. e T

It is our inténtion that the Secretary
conduct the independent scientific peer
review and program mecagement revicw
of federally supported radiztion re-

Acadery of Scienges, This contractual
relationsnip, of course, essiumes thst
terms of the study, its conduct and its
fingncing, can T2 agreed upon by NAS
and the Secrciory. If such contracteel
relationship cannc: be arranged with
the NAS, the Secrgtery shall enter into
s similar arrangemsant with another ap-~
propriate public or nonprefit private en~
tity. . e .- -

The Nationa! "Academy is the pre-
ferred agency to conduct the scientiic
peer-review and the management review
 hesause ‘of the clear nead for totally in-
dépendent review. The Secretory theres
fore must assure the contract provides
for o full, independent raview cartied
out by carefully sclected personnel and
conducted in such a way as to assure
the integrity and balance of the report.
We would expect that the House Com-
merce Committes and the Eouse Science
and Technology Committee will be ad-
vised apd ccosulted by the Secretery on
a regular basis during the developrment
of the study proposal, negotiziions on
coniract arrangerments, and the conduct
of the review, N

In nis arrangements with NAS, the
Secretary would be expected to specify
the departments and agencies wnose re-
search prograims ate to be ineluded in
the scientific and managemeni review.

11t certainly is evpected that the review

will include all resea—ch on the biologi-
cal efects of.ionizing radiztion” within

and Health, Education, and Wellare, &s
well a5 within the Envirenmental Pro-
taction Agency and the Nuclear Regula-
tory Agency- - -

searcn by contract-with the INstional®

the Departments of Energy, Defense,

I salute the work of the Senate spon-
sors of S. 2584, ~The Nuclear Reguls-
tory Commission suthorizations for fis-

of the research needs of radiation regu-

| lators agenciss. We expect the BEW/

NAS review under this provision to take
into consideration and critically evalu-
ate the resesrch npeeds assessment and
study plan to be produced as a resulf of
the implementaticn of S, 2384.

Tt is expecird that all agencies and de-
pertmer s will extend full cooperation 18

the Secretary in his conducl of this re-
(04)65(f :

J 1]
cCUTe, OG-

tizm. managemer:, funding,
suit: of lonizing radiatinn
grarms and faciiitating the sc
moonagerment reviews 1
amendment

The provisiens of this amendment do
not conflict in any way with the curren
review the Department is coordinaliny
in response to a White House dirccuiv
of Mazy 9, 1978. That directve cnzrged
an interagency group with recommend--
ing to the President, amoitg other things:

A study or series of studiss whlich would
determiine the efests of radiation erposure
or participanc~ {n nuclear tesua, ncludi=g
members of e armed forces and civillan
personne!, workers at nuclear faciities and
‘projects, and other pcrsons &s indicated.

* The cherge of that White House di-
rective is totally separate from the ac-
tions required by the Secretary under
this emendment. At this time, BEW kos
not been ordered to conduct 8 peer re-
+iew or a mancgement review. Nor could
they be expecied to do so in the time
aliptted for their rcport. Yet, it is clecr
that in the long run there is & clear need
for a ccmprenensive peer review and
manzgement roview. -
Equally clear is that there is no need
{or the Secretary to deisy his report sand
recommendations to the President untl
this sclentific end management review
is completed. Wor is there zny need for
the President io delay acting upon the

e urders

uw

i
report. One simply is not depeadent upon .
the other.

Mr. Spesker; I want to take this op-
portunity to th=r* the chsirman of we
fuil committee, Mr. Szeccers for his sup-
port of this legislation. I particulariy
want to thenk the distinguished ranking
mirority member of the subcommities,
Dr. Caz—=: for his leadership and eforts
in bringing this biil to the Hoor of the
House. Finally, I want to thank all tse
other members of the Stubcomumittee oD
Eezlth gnd the Envircomeni—D>Ir,
Parres, Mr. Sc=zosr, Mr. Froazo, Mr,

"M aGTIRE, Mr. OT—NG6IR, Mr. Alaxxwy, M.

PFALGREIN, Afr. Masican, apd Mr. SxT-
srrz—Ifor their support of this bill

Ar. Speaker, I also wish to thank znd
commend our colleagues in the Sernare:
Serciors EONNEIDY, SCHWETZER, WIL-
1T, Nrorsow, Javizs., and the other
members of the Commities on Zwrman
Pesources for compromising spirit gnd
excellent work on this legisizSeon.

Mr. Speaker, I stroogly urge you and
my colleagues in the Eouse to support
this legislation for the continued 2uthor-,
jzation of biomedical research and train-

cal year 1979, requiring an assessment’

m&ﬁ%g&ﬁo@m

ing programs of the Aedical Libmsies;
Naiional Heart, Lung aad 3Blocd Insii-
tute: National Cancer Insttute; ax
tionsl Research Service AWarcs.
StatesEN: or T HoNOzasin Grorezs Z.
BROWN. J&.. IN SUFPOET GF AXTCNDLIENT T

Na-

so H.E. 12337

(Blomedtcs! Eestarch and Truining Act)
One cf the grovistens of the substizute biil

oFfered here todzy. is ne

sive review of researztz oo b
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